Tamsulosin HCI

Prozelax”

200 mcg Sustained Release Capsule

Alpha,- Adrenoreceptor Antagonist
FORMULATIONS

Each capsule contains:

Tamsulosin hydrochloride (sustained release 200 meg

PRODUCT DESCRIPTION

g capsule: whie to off-white pellets ina capsule with aslightly pink cap and offwhite body

PHARMACOLOGY

Pharmacodynamics

Tamsulosin HClis a d alpha,-ad blocking agent (alpha,-adrenoceptor antagonist). It binds selectively and
i tic alph: in particular alpha,, and alpha,, About 70% of alpha,-receptors in human prostate are

of the alpha,, subtype. Tamsulosin brings about relaxation of prostatic and urethral smooth muscles resulting in improved urinary flow rate and a

reduction in symptoms of benign prostatic hyperplasia (BPH). It also improves the irritative symptoms in which bladder instability plays an important

role.

bility to d it teral dincrease fluid passage has also been shown to be effective in medical expt pyin
increasing the rate of spontaneous stone passage.

Alpha,-blockers can reduce blood pressure by lowering peripheral resistance. Selectivity of tamsulosin for alpha,,-receptors which are mainly located
in nonvascular smooth muscle (e.g., prostate) may result in a reduced incidence of adverse cardiovascular effects (e.g., syncope, dizziness,
hypotension).

Pharmacokinetics

The plasma levels of tamsulosin HCI gradually increases reaching peak concentrations (Cmax) at a median time of 6 hours after a single dose of
tamsulosin 400 mcg extended release in the fasted state. At steady state (reached by day A of multlple dosing), plasma concentrations of tamsulosin
peak at4 to 6 hours under fasting and fed conditions. An increase in peak plasma 6ng/mL after the first
dose to 11 ng/mLin steady state. The plasma concentration decreases after the Cmax is reached; however, at approximately 16 to 24 hours post-dose,
a small increase or second plateau is observed. The absolute bioavailability of tamsulosin is estimated to be 55 to 59%. Absorption of tamsulosin is
reduced by arecentmeal

Tamsulosin's mean steady-state apparent volume of distribution after intravenous (IV) administration is 16 L, which suggests distribution into
extracellular fluids.

Tamsulosin is 94 to 99% bound to plasma proteins primarily alpha, ac\d Itis extensively by P450 enzymes
(CYP3A4and CVPZDG \soenzymes) inthe liver; less than 10% of the d in the urir The i d
Ifate prio to renal excretion. Tamsulosin's hi has notbeen

thus i be predicted.
Tamsulosin is primarily excreted through the unne wnh approximately 9% of the dose excreled as unchanged drug. Because of the absorption rate-
controlled p: half-life of toabout 12to 15 hours in healthy volunteers.
INDICATIONS

h (BPH)ir i outletobstruction

DOSAGE AND ADMINISTRATION

Swallow capsule whole. Donotopen, chew or crush.
Note: Tamsulosin sustained-release pellets are packed in hard capsules. (Changesin tics may occur if the: lles are taken without
the enclosing capsule)

Usual Adult Dose:
Orally, 200mcg (1 capsule) once daily, preferably without food.
Or, as prescribed by a physician.

CONTRAINDICATIONS

; o toany the product.
Ahistory of orthostatic hypotension
Severe hepaticinsufficiency

WARNINGS AND PRECAUTIONS

As with all alpha,: ists, blood pi duction can occur in patients receiving tamsulosin which rarely may result
in syncope. At the first signs of i ion (dizziness, patient should be advised to sit or lie down until the
symptoms have disappeared.

C
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Orthostastic Hypotension
Syncope is the most severe orthostatic symptom of a,-adrenoceptor antagonists. Other symptoms such as postural hypotension, dizziness and
vertigo can also occur.

Patients in occupations in which orthostatic hypotension could be dangerous should be treated with caution. Patients who experience hypotension
should be placed in the supme posmon If still inadequate, vo\ume expansion with IV fluids or vasopressor therapy may be applies. A transient
tofurther therapy

Prostate Cancer
Carcinoma of the prostate and BPH h: imil d these two di frequently co-exist. Evaluate patients prior to starting tamsulosin
treatment and al regular intervals aflerwards to rule out the presence of carcinoma of the prostate. Digital rectal examination and, when necessary,
hould be performed.
fp )

Priapism and Ejaculation Disorders
Tamsulosin, like other alpha,- blockers has been rarely (probably less than one in 50,000 patients) associated with priapism (persistent painful penile

erection unrelated i dition could lead to impot if not properly treated. Patients must be advised about the seriousness of
this condition.
Ejaculation disorder, d lati d ejaculation failure have been reported with the use of tamsulosin.

Intraoperative Floppy Iris Syndrome (IFIS)

During post-marketing surveillance, IFIS has been observed during cataract and glaucoma surgery in some patients treated with alpha,-blockers
including tamsulosin. Most reports were in patients taking the alpha,-blocker when IFIS occurred. However, some cases occurred even after the
alpha,-blocker has been discontinued before surgery.

IFIS, a variant of small pupll syndrome, manifests as a combination of a flaccid iris that billows in response to intraoperative irrigation currents,

miosis even with dilation with standard mydriatic drugs and potential prolapse of the iris toward the
phacoemulsification incisions. The patient's ophthalmologist should be prepared for possible modifications of their surgical technique such as
utilization of iris hooks, iris dilator rings or viscoelastic substances. The benefits of stopping alpha,-blocker therapy before cataract surgery have not
beenestablished.

The risk of eye complications during and after the operation is increased by IFIS. The benefit of stopping alpha blocker therapy before cataract or
glaucoma surgery has not been established. The initiation of tamsulosin is not recommended in patients who is scheduled for cataract or glaucoma
surgery.

SulfaAllergy
Allergic reactions with tamsulosin HCI have been rarely reported in patients with sulfa allergy. Administer tamsulosin HCI with caution in patients who
have serious o life threatening sulfa allergy.

Effects on Ability to Drive or Use Machines

Although there are no specific studies conducted on tamsulosin and the ability to drive vehicles or use machines, tamsulosin may cause dizziness.

Patients receiving tamsulosin should be advised to take precautions while performing activities requiring mental alertness or physical coordination. It
hould b i itis advi dri y under

INTERACTION WITH OTHER MEDICAMENTS

Cytochrome P450 Inhibition
Strong and Moderate Inhibitors of CYP3A4 or CYP2DG6: T losini ively and mainl; i 'YP3A4 and CYP2D6 isoenzymes.

Concomitant admmlstrallon of ketoconazole, a strong inhibitor of CYP3A4 isoenzyme, may increase the Cmax and AUC of tamsulosin by a factor of
22and2.8, C is not

The effect of i moderate inhibitors of CYP3A4 (e.g., er i the ics of tamsulosin have not been
studied.

Concomitant administration of paroxetine, a strong inhibitor of CYP2D6 isoenzyme, may increase the Cmax and AUC of tamsulosin by a factor of 1.3
and 1.6, respectively. Similarly, an increase in exposure was identified in poor metabolizers of CYP2D6 compared to extensive metabolizers of
CYP2D6. Since CYP2D6 poor metabolizers cannot be readily identified and the potential for significant increase in tamsulosin exposure exists when
tamsulosin is co-administered with strong CYP3A4 inhibitors in these patients, the use of strong CYP3A4 inhibitors in CYP2D6 poor metabolizers are
notrecommended.

The effect of ion of moderate inhibitors of CYP2D6  (e.g., terbinafine) on the pharmacokinetics of tamsulosin have not been
evaluated.

Concomitant administration of both CYP3A4 and CYP2D6 mhlblmrs with tamsulosin has not been evaluated. A potential significant increase in

tamsulosin exposure, however, is expected f strong inhibitors of both CYP3A4 and CYP2D6.
Alph i ing Agents: ineti i between ther alph
Its have not: ined. Do not! i with i i pected.
PDES Inhibitors: Ct i I of alpha-ad gic blocking agents and PDES inhibitors may lower blood pressure and cause
ion d i ffects. Caution hese di i

Warfarin: Warfarin may increase the elimination rate of tamsulosin in vitro. Exercise caution when tamsulosin is administered concomitantly with
warfarin.

Nifedipine, Alenolal Enalapnl There is no chmca\ly significant effects on blood pressure and pulse rate when nifedipine, atenolol or enalapril are

taken together with tamsulosin requir
Digoxin and Theophylline: Orally administered tamsulosin taken with d\goxm and resulted in no change in the
fd N re necessary when k

F ide: Orally tamsulosin taken with furosemide 20 mg single IV dose had no effect on the pharmaoodynamms of
Ithough i the maximum (Ci dAUC of tamsulosin, d isnot

N - P

Cimetidir in's clearance was signif decreased by 26% which resulted in a moderate increase in AUC (44%) with concomitant

treatment with cimetidine. Use tamsulosin when used imetidi

Other in vitro fmdmgs
Diazepam, i itri diclofenac, glit salbutamol, finasteride, and warfarin
didnot i invitro.

Laboratory Findings:
There are no known laboratory test interactions with the use of tamsulosin. Tamsulosin treatment for up to 3 months has been shown to have no
)

STATEMENT ON USAGE FOR HIGH RISK GROUPS

Pregnancy and Lactation

Pregnancy Category B

There is no adequate data on the use of lamsu\osm HClin pregnant and breastfeeding women. The potential risk from the use of tamsulosin during
pregnancy

Infants and Children
1Clis noti hild
Elderly
N d y be relative to younger adults, butincreased sensitivity cannot be ruled out.
Hepanc and Renal Impairment
P hepatic or renal impairment si di the effects of tamsulosin in these

ADVERSE EFFECTS/UNDESIRABLE EFFECTS

Body as a Whole: Headache, infection (including cold, common cold, flu, and flu-like symptoms), asthenia, pain, back pain, chest pain, abdominal
pain, accidental injury, flu syndrome, neck pain, fever, chills, malaise, fatigue.

Effects: i i atrial fibrillation, arrhythmia,
Therei ial risk of syncope treated patients. (see Warnings and Precautions)

Gastrointestinal Effects: Diarrhea, dyspepsia, vomiting, nausea, constipation, dry mouth, tooth disorder.

Musculoskeletal Effects: Arthralgia, myalgia, arthritis.

CNS Effects: Dizziness, dizziness (aggravated), dizzy spell, vertigo, syncope, ic/cir y collapse, insomnia, depressed
level/l i tonia,

Respiratory Effects: Rhinitis (including nasal congestion, nasal obstruction, stuffy nose, runny nose, sinus congestion, and hay fever), pharyngitis,
increased cough, sinusitis, dyspnea, lung disorder, epistaxis

Dermatologic Effects: Allergic type reacnons such as skin rash, urticaria, pruritus, angioedema and respiratory symptoms, skin desquamation,
sweating, erythema multiforme, d titis exfoliati

Urogenital Effects: Abnormal ejaculation (including ejaculation failure, ejaculation disorder, retrograde ejaculation, and decreased ejaculation),
decreased libido, priapism, reduced semen volume, urinary tractinfection (UTI), dysuria,impotence.

Special Senses: Blurred vision and visual impairment. IFIS h: Ipha—1 blocker p) urgery.

OVERDOSAGE AND MANAGEMENT

Overdosage of tamsulosin HCI may lead t ion. Provid upport Keeping the patientin supine position may help
restore blood pressure and normalize heart rate Consnder administration of intravenous ﬂuwds if this measure is madequale Use vasopressors if
necessary d. Dialysisis unlikely to be of i594% t0 99%

Tamsulosin's absorption may be impeded by emesis. i tivated ch: il and an may be useful when large quantities
areinvolved.

headache that the day was reported in one patient with an overdose of about 12 mg of tamsulosin HCI. Acute overdose with
tamsulosin HCl leading to acute hypotension (systol\c blood pressure 70 mmHg) vomiting and diarrhea has been observed at a dose of 5 mg. The
patientwas given

ADVERSE TIONREPOR T

For suspected adverse drug reaction, seek medical attention immediately and repon tothe FDA at www.fda.gov.ph AND Unilab at (*632) 858-1000 or
com.ph. By reporting ffects, youcan

STORAGE

Store at temperatures not exceeding 25°C.

CAUTION

Foods, Drugs, Devices, and Ct i ithout

AVAILABILITY

Tamsulosin HCL (PROZELAX®) 200 meg Sustained Release Capsule
Blister Foil (Aluminum pouch) by 14's (Box of 28's)

Manufactured by Standard Chem. & Pharm. Co. Ltd.

2nd plant, No. 154, Kai-Yuan Rd., Hsin-Ying, Tainan, Taiwan
Imported and Distributed by UNILAB, Inc.

No. 66 United Street, Mandaluyong City

Metro Manila, Philippines
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